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RTO ylARKS 

la view of the preceding amendments and the following remarks, Applicants respectfully 
request the Examine* to reconsider the patent application idendfjecl above and withdraw the present 
rejection. 

The Examine* rejected Claims 17 and 18 under 35 U.S.cj §103(a) a* being unpatentable over 

Wallace et aL (US 2002/0143348) in view of Pinchuk ct al, (TJS 2002/0207330). Applicants 

respectfully submit that the cited references tail to teach ot suggest the present invention, as recited 

in the Claims. For example, Claims 17 and 18 include the follow ing limitations, among others: 

a barrier exhibiting the characteristic of normally preventing a reaction 
between the bioactive agent and a booty fluid and of exposing a portion of 
said bioactive agent whtn an externa! agent is applied, to said barrier, 

* * * 

applying said external agent through the cathetei and into the blood 
vessel to thereby dissolve said barrier to expose said bkacHve agent to bodikf 
tissue to thereby cause a reaction between the bi active agent and the 
bodily tissue; 

(Application, Claim 17. Emphasis added.) 

a barrier which exhibits the characteristic of normally inhibiting a 
reaction between said bioactive surface of said medical dew and bodily tissue; 

applying an external agent through the cathetei to a selected site to 
tbenby dissolve said barrier and thus expose said bioactive surface to bodily tewf 
to thereby cause a reaction between the bioactive surface and the 
bodily tissue. 
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assemblies that can be reinforced in 



(Application, Claim 18. Emphasis added.) 

For example, the Wallace reference describes "embolic 
sttur (Abstract Emphasis added.) The Wallace reference describes occlusive compositions. 
In one aspect, the invention includes a vaso-ocdusive assembly, 



comprising (a) an implantable device having an 
liquid agent, wherein the liquid agent u infused 



liquid agent, wawou u*= •"■a—" ** — — 

implantable device, and further wherein the Eqi ticl. agent (i) self- 
polymemes Into a rigid or semi-rigid state aft* t*-°~ ° 



polymeries into a ngw* m aum-u^u BU »» — - 1 — \- <=> • , 

period of minutes to hours) or (u) polymerizes |upon interaction with 
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one or mote additional agents disposed in the 
implantable device. 



lumen of the 



(Wallace, paragraph 13. Emphasis added) 



to 



or 



(pe;t, 



This aspect of the Wallace reference is opposite 
invention, in that the 'liquid agent" polymerises 
"into a rigid or semi-rigid Btate" In another asp 
includes a vaso-occlusive assembly, comprising (a 
device comprising a polymeric material and (b) a 
of at least partially solvating lie polymeric toateriil 
device. 



the present 
melf-polymerizes 
the invention 
) m implantable 
iqoid agent capable 
of the implantable 



(Wallace, paragraph 15. Emphasis added-) 



;COmpJlSC!S 



In embodiments in which the liquid agent 
agent, the methods can serve to fuse the implantih 
ot to one or mote additional devices upon - - 1 A * 
solvated polymeric material. 



re-sol di&cation 



(Wallace, paragraph 18. Emphasis added.) 

The Wallace reference does mention "partially 
implantable device/* but describes that they will later "te-so! 



sol ra ting polymeric materials of the 



lidiff 



device 



The liquid agent is capable of transforming into a 
slowly oyer time or by reaction with an agent 
luminal portion of the device, In addition, as 
are described comprising an implantable 
wherein the liquid agent is capable of solvating 
the device. By partially solvating pofymeric materials 
when these polymeric materials re-sokdify the implai 
bonded to themselves and/ot to other implantable 



(Wallace, paragtaph 23. Emphasis added.) 



polymeric 



, . .the implantable device comprises a _ . 
controllable being at least partially solvated (or 
n-soHdifying, In these embodiments, the 1 
substance that acts to at least partially 
implantable device such that the device can 
(e.g., the individual winds of a coil) or bonded 
device which has been similarly solvated. 



thjeu 



(Wallace, paragraph 40. Emphasis added.) 
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a solvating 
tie device to itself 
of the 



, wlid form for example, 
iikeady present in the 
sjemblies and methods 
and a liquid agent, 
pculymeric material of 
of tbi implantable device, 
devices can be 
5 devices. 



material capable of 
-plahici^d) and, subsequently, 
agent comprises a 
solvate (or dissolve) the 
be bonded to itself 
io another implantable 
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The Examiner concedes that "Wallace does not^ however 
disposed between the support member and the barrier nor does he tieach the polymer is specifically a 
barrier." Applicants agree completely. 

Regarding the Pinchuk et al. reference, the Examiner stnt.e that it "does teach a battier layer 

of polymers", and quotes Pinchuk: 

In some instances, it may be desirable to teanowrily enclose die 
thcrapeutic-agent-loaded copolymer to prevent rdease before the 
medical device reaches its ultimate placement site 

(Pinchuk, paragraph 183.) 

It also may be useful to coat the copolymer o£ t le present invention 
(which may or may not contain a therapeutic ag(nt) with a layer with 
an additional polymer layer (which may or m*y not contain a 
therapeutic agent). This layer may serve, for example, as a boundary 
layer to retard diffusion of the therapeutic agent and prevent a burst 
phenomenon whereby much of the agent is released immediately 
upon exposure of the device or device portion tc die implant site. 

(Pinchuk, paragraph 204.) 

One of the differences is that the barrier of the present invention does not release the 
bioactive agent until the external agent is applied. In other wotds, the prior art includes embolic 
devices having an outer coating which automatically dissolve, when in contact with blood flow, 
without waiting for a specific external activating agent. As ascribed in the "Description of die 
Prior Art" from the present application: 

In addition, U.S. Patent No. 5,980,550, entld^ "Water-Soluble 
Coating For Bioactive Vasoocclusive Devices, 5 discloses an embolic 
coil having an inner coating which serves as a tbrombogenic agent 
and an outer totting of a ^ter soluble agent which tissvbes after placement of 
the coil in order expose the tbrombogenic inner coatingto enhance the growth 
of thrombus into an around the coiL 

The water soluble coating prevents the tbrombogenic knv coating fan coming 
into contact with the summing blood until the wattrjokble coating is dissolved 
by contact with blood which is comprised largely of water. 

While the vasculature occlusive device disdosed in this patent 
includes an agent for enhancing thrombogenicity of the devme and 
also includes an outer coating to prevent such activity unhl the outer 
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no 



coating is dissolved by blood flow, there is 
<HssoMng process begins and therefore no contvl over 
%m&^»*™**«* Without encha 
that thrombi can begin forming on the coil pd 
is properly placed within a vessel, ot aneurysm, 
very difficult if not impossible to reposition, 
improperly placed coaL 

(Application, page 3, line 14 to page 4, line 6. Emphasis added.) 

Accordingly, the present application describes the outfit 

requiring an "external agent" to be applied, before exposing die 

present invention is mote stable (requiring the addition of 

activating immediately upon insertion into the body (which migi .1 

Applicants respectfully request the Examiner to allow th 



mSrol over when the 
tk tim in which the 
control, it is possible 
: to the time the coil 
th&refore maJrisg it 
or remove the 



biittier of the present invention as 
' rioactive agent In other words, the 
seme external agent), rather than 
,t be earlier than optimal), 
present invention. 



Respectful 
Attorney " 



submitted, 
foic Applicants 



Date: September 1 1 > 2008 

Johnson & Johnson 

Law Department 

One Johnson & Johnson Plaza 

New Brunswick, New Jersey 08933 

(786) 313-2922 
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